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earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to comnnunication(s) filed on 14 November 2005 , 
2a)D This action is FINAL. 2b)|^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 
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5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 4-6 and 30-35 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 
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Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomri PTO-152. 
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" See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible for 
continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) has been timely 
paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on 11-14-05 has been entered. 



2. The amendment filed 11-14-05 is acknowledged. Claims 4-6 were amended, claims 1-3 and 
7-29 were cancelled and claims 30-35 were added. Claims 4-6 and 30-35 are pending in this 
application. 

3. All rejections made in the previous office action and not maintained herein, are hereby 
withdrawn. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

4. Claims 4-6 and 30-35 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement reqviirement. The claim(s) contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and/or use the invention. 
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The factors to be considered in determining whether a disclosure meets the enablement 
requirement of 35 U.S.C. 112, first paragraph, have been described in In re Wands, 8 USPQ2d 1400 
(Fed. Cir. 1988). Among these factors are: (1) the nature of the invention; (2) the state of the prior 
art; (3) the relative skill of those in the art; (4) the predictability or xmpredictability of the art; (5) the 
breadth of the claims; (6) the amoimt of direction or guidance presented; (7) the presence or 
absence of working examples; and (8) the quantity of experimentation necessary. When the above 
factors are weighed, it is the examiner's position that one skilled in the art could not practice the 
invention without vmdue experimentation. 

Applicants argue that the specification teaches the conditions necessary to form S- 
nitrosohemoglobin. These include buffer comprising a low concentration of phosphate, which 
maintains the R structure. The specification therefore is fiiUy enabled. 

Applicants arguments have been fully considered but have not been foimd persuasive. 
Applicants have not fully enabled the claimed invention for the fiiU scope of the claim. Applicants 
claims are drawn to "conditions" that allow the formation of S-nitrosohemoglobin. However, 
Applicants specification only recognizes a single condition for this reaction to occur. The examples 
utilize a specific buffer of phosphate that results in the desired product. The results indicate that 
when 100 mM phosphate was used, formation of metHb was observed. Using lOmM phosphate 
shows the formation of iron nitrosyl Hb and some metHb. Using lOmM phosphate + borate 
resulted in predominandy iron nitrosylHb. Thus when phosphate is present in a concentration of 
lOmM the desired S-nitrosylHb is not obtained, rather Fe-nitrosylHb is obtained (see page 46). 
Even where the phosphate concentration is in the range of 10 mM, S-nitorosylHb is not obtained 
rather Fe-nitrosylHb is obtained. Clearly, "low concentrations" of phosphate is not enough to 
produce the desired product. Accordingly, specific conditions are necessary to make desired end 
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product. The instant specification does not describe the all of the desired conditions to achieve S- 
nitrosohemoglobin. One would be burdened with undue experimentation in determining the 
appropriate conditions for obtaining S-nitrosylhemoglobin rather than obtaining methemoglobin or 
iron-nirtrosylhemoglobin. 

Rejection is maintained. 

5. Any inquiry concerning this communication or earlier communications firom the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Bruce Campell, can normally 
be reached on (571) 272-0974. The fax phone number of this group is (571)-273-8300. 



